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97197313 10 1993-998 Apo-Go Pen 10 mg/ml

Solution for Injection

Contains: APOMORPHINE HYDROCHLORIDE 10 MG/ML
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Treatment of motor fluctuations (“on-off” phenomena) in patients with Parkinson's
disease which are not sufficiently controlled by oral anti-Parkinson medication.

017N MIIIDN MODIN) 1aD3 BIPIYN BINITYN BINY 197YY 119293 19NY RDIIY NHYNIY YININD 1399894
(PN LOPLVI YN MHIPN

4.1. Therapeutic Indications

Treatment of motor fluctuations (“on-off” phenomena) in patients with Parkinson's
disease which are not sufficiently controlled by oral anti-Parkinson medication.

4.2. Posology and Method of Administration

Selection of Patients Suitable for APO-go injections:

Before the decision to initiate domperidone and apomorphine treatment, risk factors
for QT interval prolongation in the individual patient should be carefully assessed to
ensure that the benefit outweighs the risk (see section 4.4).
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4.4. Special warnings and precautions for use
When used in combination with domperidone, risk factors in the individual patient
should be carefully assessed. This should be done before treatment initiation, and
during treatment. Important risk factors include serious underlying heart conditions
such as congestive cardiac failure, severe hepatic impairment or significant electrolyte
disturbance. Also medication possibly affecting electrolyte balance, CYP3A4
metabolism or QT interval should be assessed. Monitoring for an effect on the QTc
interval is advisable. An ECG should be performed:
- prior to treatment with domperidone
- during the treatment initiation phase
- as clinically indicated thereafter
The patient should be instructed to report possible cardiac symptoms including
palpitations, syncope, or near-syncope. They should also report clinical changes that
could lead to hypokalaemia, such as gastroenteritis or the initiation of diuretic
therapy.

At each medical visit, risk factors should be revisited.

Apomorphine is associated with local subcutaneous effects. These can sometimes be
reduced by the rotation of injection sites or possibly by the use of ultrasound (if
available) in order to avoid areas of nodularity and induration.

Haemolytic anaemia and thrombocytopenia have has been reported in patients treated
with levedepa—and apomorphine. Haematology tests should be undertaken at regular
intervals, as with levodopa, when given concomitantly with apomorphine.

Apomorphine has been associated with somnolence and episodes of ether-depamine
agonists—canbe-associated-with sudden sleep onset episedes, particularly in patients
with Parkinson’s disease. Patients must be informed of this and advised to exercise
caution Wwhilst while—driving or operating machines during treatment with
apomorphine. Patients who have experienced somnolence and/or an episode of sudden
sleep onset must refrain from driving or operating machines. Furthermore a reduction
of dosage or termination of therapy may be considered.

Impulse control disorders

Patients should be regularly monitored for the development of impulse control
disorders. Patients and carers should be made aware that behavioural symptoms of
impulse control disorders including pathological gambling, increased libido,
hypersexuality, compulsive spending or buying, binge eating and compulsive eating
can occur in patients treated with dopamine agonists including apomorphine. Dose
reduction/tapered discontinuation should be considered if such symptoms develop.

57 2 Ty



4.7.

4.8.

6.3.
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Dopamine Dysregulation Syndrome (DDS) is an addictive disorder resulting in
excessive use of the product seen in some patients treated with apomorphine. Before
initiation of treatment, patients and caregivers should be warned of the potential risk
of developing DDS.

Effects on Ability to Drive and Use Machines

Apomorphine HCI has minor or moderate influence on the ability to drive and use
machines.

Patients being treated with apomorphine and presenting with somnolence and/or
sudden sleep onset episodes must be informed to refrain from driving or engaging in
activities (e.g. operating machines) where impaired alertness may put themselves or
others at risk of serious injury or death until such recurrent episodes and somnolence
have resolved (see also Section 4.4).

Undesirable Effects
Psychiatric disorders
Very Common.:
Hallucinations
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be—used—with—special—caution—in—these—patients—Neuropsychiatric disturbances
(including transient mild confusion and visual hallucinations) have occurred during
apomorphine HCI therapy.

Not known:

Impulse control disorders: Pathological gambling, increased libido, hypersexuality,
compulsive spending or buying, binge eating and compulsive eating can occur in
patients treated with dopamine agonists including apomorphine (see section 4.4).

Agoression, agitation.

Not known:
Syncope

Special Precautions for Storage

25°C.
to

protect from light.
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Store for 48 hours after first opening.
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